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Summary 

Specialty drugs are one of the fastest-growing areas of health care spending. There is no one set 
definition of specialty drugs, although insurers and other health care payers often characterize 
them as prescription products requiring extra handling or administration that are used to treat 
complex diseases including hepatitis C, multiple sclerosis, and cancer. High cost can trigger a 
specialty drug designation. Biologies, or drugs derived from living cells, are often but not always 
deemed to be specialty drugs. 

Over the past several years, spending for specialty drugs has been growing at a faster rate than 
spending for other pharmaceuticals. For example, in 2014, U.S. prescription drug spending rose 
by 13% from the previous year — the fastest pace since 2001 — led by a 26.5% increase in 
spending for specialty drugs (with much of that spending for drugs to treat hepatitis C), according 
to industry and government data. Specialty medications now account for about one-third of total 
U.S. prescription drug spending, and some analysts predict they could make up as much as one- 
half of total drug spending by 2018. 

Insurers have tried to control spending for specialty drugs, in part, by increasing cost sharing for 
beneficiaries of their health care plans and taking other steps to limit access under their policies. 
Consumer advocates say that these efforts have undercut some of the recent gains in prescription 
drug insurance coverage. During the past decade, Congress has expanded consumer access to 
prescription drugs by enacting the Medicare Part D prescription drug program, requiring certain 
health plans to provide prescription drug benefits as part of the Patient Protection and Affordable 
Care Act (ACA; PL. 111-148, as amended), and expanding the state -federal Medicaid program. 
Some lawmakers now are focused on ensuring that private and public health care payers do not 
structure insurance benefits in such a way that certain enrollees cannot afford to fill prescriptions 
for high-cost medications. During the 1 13 th Congress, for example, lawmakers introduced 
legislation to cap out-of-pocket spending by insured consumers for specialty drugs. In recent 
years, states such as New York and Delaware have enacted laws that limit consumer cost sharing 
for prescription drugs. Dozens of states also have passed laws that bar insurers from imposing 
higher out-of-pocket charges for oral specialty cancer drugs than for traditional treatments. Others 
have debated bills to require insurers to detail drug development costs. 

Although some of the legislative proposals can reduce consumer out-of-pocket costs, they do not 
address the overall price of specialty drugs. Congress historically has attempted to improve 
prescription drug affordability by providing incentives to increase supply and market competition. 
Lawmakers fund basic drug research through the National Institutes of Health and provide 
nonrefundable tax credits for qualified research spending. Federal laws including the Orphan 
Drug Act of 1982 (P.L. 97-414), the Drug Price Competition and Patent Term Restoration Act of 
1984 (Hatch- Waxman; P.L. 98-417), and the ACA provide financial incentives for both new, 
breakthrough drugs and lower-cost substitutes. Those incentives may provide some financial 
relief in the longer term, but in the short run federal programs and private payers face high up- 
front prices and spending for new specialty therapies, such as recently introduced treatments for 
hepatitis C and cancer. 

This report provides background on specialty drugs. To put specialty drug development, 
distribution, and spending in context, the report provides information about broader U.S. 
prescription drug pricing, insurance, and regulatory trends. 
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Introduction 

Specialty drugs are one of the fastest-growing areas of health care spending. 1 Although there is no 
commonly accepted definition of specialty drugs, insurers and other health care payers generally 
characterize them as expensive prescription products requiring extra handling or administration 
(such as injection or infusion) that are used to treat complex diseases including multiple sclerosis, 
cancer, and hepatitis C. Biologies — complex drugs derived from living organisms 2 — are often but 
not always specialty drugs, as are so-called orphan drugs, which are targeted at rare diseases or 
disorders. 3 

U.S. spending for specialty drugs increased by 26.5% in 2014 as new drugs for treating hepatitis 
C came to the market, according to a broad analysis of pharmaceutical market data. 4 Other, more 
targeted studies also show rapid growth for specialty products. 5 According to one of the largest 
U.S. pharmacy benefit managers (PBMs), 6 specialty drugs account for less than 1% of U.S. 



1 IMS Institute for Healthcare Informatics, Medicine Use and Shifting Costs of Healthcare: A Review of the Use of 
Medicines in the U.S. in 2013, April 2014, p. 40; at http://www.imshealth.com/portal/site/imshealth/ 
menuitem.762a961826aad98f53c753c71ad8c22a/?vgnextoid=2684d47626745410VgnVCM 10000076 192ca2RCRD 
IMS Institute, Medicines Use and Spending Shifts: A Review of the Use of Medicines in the U.S. in 2014, April 2015, p. 
8, at http://www.imshealth.com/portal/site/imshealth/menuitem.762a961826aad98f53c753c71ad8c22a/?vgnextoid= 

3 f 1 40a43 3 1 e8c4 1 0 VgnVCM 1 000000e2e2ca2RCRD&vgnextchannel= 

736de5fda6370410VgnVCM10000076192ca2RCRD&vgnextfmt=default; and UnitedHealthcare Center for Health 
Reform & Modernization, The Growth of Specialty Pharmacy: Current Trends and Future Opportunities, April 2014, 
p.l, at http://www.unitedhealthgroup.com/Modernization/KeyIssues/SpecialtyPharmacy.aspx. U.S. health care 
spending grew by a projected 5.5% in 2014, while prescription drug spending rose 12.6%, driven by specialty drugs 
and increased prescription drug use. Centers for Medicare & Medicaid Services, 'National Health Expenditure 
Projections 2014-2024, p. 2, at http://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and- 
Reports/NationalHealthExpendData/Downloads/proj20 14.pdf. 

2 CRS Report R41483, Follow-On Biologies: The Law and Intellectual Property Issues, by John R. Thomas. Also see 
“Biologies” below. By comparison, traditional drugs are chemically manufactured (small-molecule) substances that 
often come in tablet or capsule form. 

3 See “Orphan Drugs” below. 

4 IMS Institute, Medicines Use and Spending Shifts: A Review of the Use of Medicines in the U.S. in 2014, April 2015, 
p. 8. The IMS data are based on actual claims and spending by pharmacies, clinics, hospitals, and other health care 
providers. The data cover 100% of the retail and non-retail channels for national drug sales at actual transaction prices 
and are matched with other analytic tools used to track patient drug activity over time. IMS said prescription drug 
spending increased by 1 3% in 20 1 4, the highest annual increase since 200 1 . The increase was driven by increased 
spending for specialty drugs and a slower pace of patent expirations for existing drugs, which can promote use of less 
expensive generic drugs. 

5 Pharmacy Benefits Manager (PBM) Catamaran, which manages prescription drug spending for 35 million enrollees in 
U.S. health plans offered by businesses and other health providers, recorded a 20% increase in specialty drug spending 
in 2014, compared with a 14.3% increase in 2013, driven by increased costs for hepatitis C drugs. Catamaran, 2015 
Informed Trends: Moments of Opportunity, April 2014, p. 16, at http://catamaranrx.com/Insights/Trend-Report/. The 
data exclude some clients such as those in cash card, workers’ compensation, state insurance exchanges, Medicaid, and 
Medicare Part D. PBM Express Scripts said that specialty drug costs among its commercially insured members rose by 
about 17% annually on average from 2010 to 2013. In 2014, traditional drug spending for commercially insured 
members rose by 6.4% and spending for specialty drugs rose by 30.9%, for an overall increase of 13.1%. Express 
Scripts, The 2014 Drug Trend Report, March 2015, p. 1 1, at http://lab.express-scripts.com/drug-trend-report. Trend and 
other measures are calculated separately for those members with commercial insurance coverage, and for Medicaid and 
for Medicare beneficiaries. The analysis does not include drugs billed through the medical benefit (treatment offered in 
a health care setting such as a physician’s office) rather than the pharmacy benefit of an insurance plan. 

6 See text box entitled “What is a Pharmacy Benefit Manager?” 
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